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“I can’t change the direction of the wind, but I can adjust my
sails to always reach my destination.” Jimmy Dean; country singer
This quotation has been imprinted on me since I started
sailing nearly a half-century ago. Although Dean was not
known for his sailing prowess, he was a remarkably successful
entertainer, entrepreneur and repository of homespun
wisdom.
In December 2019 at 53.5 ° N 113.5 ° W in Edmonton,
Canada, we at CVC are also cognizant of the strong and
shifting winds of change demanding us to adroitly adapt in
these remarkably transformative times. We must become
more technologically facile to the near overwhelming flood
of health-related information and more responsive to our
diverse stakeholders. There is constant pressure to do more
with less, whether in our clinical practices, conduct of our
research or our social contract with society. The laser-like
focus on our carbon footprint in the climate change era also
heightens the imperative to keep our children and grandchildren’s destiny at the top of our agenda.
It is useful to reflect on the past year as we prepare for the
2020 CVC journey ahead. The surge of big data is upon us.
The emergence of an Alberta-wide electronic medical record
to inform our clinical trials, patient registries and population
health objectives provides us a unique opportunity to realize
the dream of a true natural laboratory for human health,
thereby moving in a faster lane that leads towards more
personalized - and even more precise – medicine. As we face
the elderly tsunami in our publically funded health care
system, we need creative solutions that demonstrate value in
health care expenditures. Given more resources are unlikely,
the redeployment of current resources to maximize return on
investment is inevitable. To keep accelerating in this lane we
must work harder to engage our patients and citizens on the
journey and demonstrate to them and others that without
their collaboration the destination will be hard to reach.
I am confident and enthusiastic our great CVC team can help
achieve this.

Another 2019 destination we reached - on a still-continuing
journey - was the successful completion of VICTORIA.
Finishing this phase 3 trial of over 5000 patients with heart
failure ahead of schedule was a remarkable shared experience.
VICTORIA took CVC along with our academic partners at
DCRI and teams from our sponsors Merck and Bayer to all
parts of the globe. Building new relationships with 43
national leaders, gathering their input, learning about their
challenges and how we best address them was both
instructive and gratifying. Sharing the subsequent learnings
from this unique industry-academic collaboration with the
multidisciplinary teams that made it happen, the patient
volunteers who participated and the broader scientific
community of peers is a key CVC New Year’s resolution!
As we think ahead to 2020, it is a good time for us all to
reflect on what a privilege it is to work collaboratively with so
many friends and multidisciplinary colleagues around the
world. In this era where a focus on nationalism, the drawing
of boundaries and the stirring of political ferment abound, it
is even more important that we celebrate how clinical
research unites us across all geographical, ethnic and cultural
boundaries. Research is a team sport and working towards
advancing the health of current and future generations is a
noble purpose that we share with so many of you.
At this special time of year, I hope you take the opportunity
to recharge and reboot your personal engines during the
holiday season, as it will surely be required when facing the
winds of change ahead. On behalf of all of us at CVC we send
you our very best wishes for a Happy Christmas, Hanukkah
or other celebrations of the season. Take time to enjoy the
comfort, joy and restorative power afforded by your family
and friends. We look forward to collaborating with you as we
adjust our sails to achieve our mission in 2020.

Paul W. Armstrong
CVC Founding Director

The CVC is proud to be a
University of Alberta Centre
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HEART-FID

AEGIS-II
Unblinded Lab Result Review
A reminder that unblinded staff should review unblinded
lab results prior to the participant arriving at your site.
If there are any issues with the upload it can take time to
resolve resulting in the study participant having to wait.

We’ve had an exciting fall. October was Canada’s highest
enrolling month ever! A big thank you to all sites for
working so hard and putting this trial first.
We would like to continue to see our enrollment numbers
grow over the coming months to bring us one step closer
to assessing the efficacy and safety of IV Iron on
participants with heart failure and iron deficiency.

In order to ensure your participant does not have to wait,
please review and approve the unblinded labs 1 or 2 days
prior to the dosing visit. If you encounter any issues with
the lab upload, please contact CVC for assistance.

The following 3 Canadian sites are not only Canada’s top
enrolling sites, but are also amongst the top 15 enrolling
sites globally! Congrats!
•
•
•
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New IB Edition 4
Edition 4 of the IB was distributed to all sites. Just a
reminder to review the IB and submit it to your REB.
Please send copies of your REB acknowledgement to
CVC for our files.

Dr. Shekhar Pandey, Stephanie Buck and Patrick
Toth – Cambridge Cardiac Care Centre, Cambridge,
ON
Dr. Amit Khosla and Tracy Cleveland – Surrey
Memorial Hospital, Cardiology Clinical Trials, Surrey,
BC
Dr. Elizabeth Swiggum and Sarah Nelson – Victoria
Heart Institute, Victoria, BC

If you are interested in further information regarding
this trial, please contact Clinical Trial Project Lead
Courtney Gubbels at 1-800-707-9098 ext 2 or via email
at courtney.gubbels@ualberta.ca or Regulatory Specialist
Kate Dawson, 780-492-3789 or via email at
kedawson@ualberta.ca.

Trial Reminders:
Sub-Study
A sub-set of sites are currently being selected to participate
in a sub-study to review blood phosphorus levels in
subjects enrolled in the main trial. Over the coming
months we will be working with sites towards activation.
Please continue to follow up with your contracts
department and REB to move your contract amendment
and ICF review along.

Sponsored by American Regent,
HEART-FID is a Randomized,
Double-Blind, Placebo-Controlled
Study to Investigate the Efficacy and
Safety of Injectafer® (Ferric Carboxymaltose) as
Treatment for Heart Failure With Iron Deficiency
ClinicalTrials.gov Identifier: NCT03037931

STREAM-2
Global enrollment has almost reached a third of the target
enrollment in this trial designed to determine efficacy and
safety of early fibrinolytic treatment, with half-dose
tenecteplase and additional antiplatelet and antithrombin
therapy, in subjects with acute ST-elevation myocardial
infarction. Currently there are 7 active countries participating in the trial with 6 of those countries enrolling and
still other countries being activated soon. Our local
Canadian site continues to lead global enrollment. Keep
up the great work!

complete. We want to thank our local team for making the
STREAM-2 trial a priority.
In this issue of the Chronicle be sure to check out the
feature publication from Dr. Kevin Bainey, et al which
highlights related work done through the local Edmonton
VHR registry.

The STREAM-2 trial requires a number of different groups
to work in partnership. Our local Vital Heart Response
(VHR) team identifies potential participants and our
Emergency Medical Service teams obtain verbal consent.
Our local PI, Dr. Robert Welsh, and Study Coordinator,
Suzanne Welsh, work with hospital departments to follow
the participant through their hospital stay as well as
maintain contact with the participant until follow up is

If you are interested in further information regarding
this trial, please contact Clinical Trial Project Lead
Courtney Gubbels at 1-800-707-9098 ext 2 or via email at
courtney.gubbels@ualberta.ca.
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Sponsored by Leuven Research &
Development (LRD) at University of
Leuven, Belgium, STREAM-2 is a Phase 4
trial on STrategic Reperfusion in elderly
patients Early After Myocardial Infarction
ClinicalTrials.gov Identifier: NCT02777580

AEGIS-II is a large, international, multicentre Phase 3 trial
to evaluate the efficacy and safety of CSL112 on reducing
the risk of major adverse CV events in acute coronary
syndrome patients. CSL112, an intravenous formulation of
apolipoprotein A-I, enhances cholesterol efflux capacity,
and therefore has the potential to reduce plaque burden,
stabilize plaque lesions at risk of rupture and decrease the
high rate of early recurrent events.

•

Enrollment continues to be steady in AEGIS-II and we
greatly appreciate the dedication and effort from our sites
to work through any enrollment challenges they may have
and to keep AEGIS-II in the forefront.
Implementation of Protocol Amendment 1 is complete
for half of our sites and we expect that all sites will be
activated under this amendment by the end of 2019.
Thank you to everyone for working through this process
so quickly and efficiently.

•

Congratulations to the top three enrolling sites in Canada!
•
•
•

Dr. Kevin Bainey and Norma Hogg – University of
Alberta Hospital/Mazankowski Heart Institute
(Edmonton, AB)
Dr. Josep Rodes-Cabau and Karine Maheux –
IUCPQ (Quebec City, QC)
Dr. Olga Toleva and Kiran Atwal – St. Boniface
General Hospital (Winnipeg, MB)

Hats off to Dr. Wael Abuzeid and Brigita Zile at Kingston
Health Sciences Centre (Kingston, ON) for being the
Top Enroller in North America from October 25 to
November 25!

If you are interested in further information regarding
this trial, please contact Clinical Trial Project Lead,
Lyndsey Garritty at 1-800-707-9098, ext 4 or via email at
lyndsey.garritty@ualberta.ca or Senior Regulatory
Specialist Kalli Renner, 1-800-707-9098 ext 6 or via email
at kalli@ualberta.ca.

Trial Reminders:
•

PRIOR to randomization and/or subsequent infusions.
If not done, this will be a finding at monitoring visits
and could also be a finding during a sponsor or
regulatory agency audit.
The required time-window for eCRF data entry is
within 2 days of each visit or within 24 hours for all
Endpoints and Serious Adverse Events. Please be
mindful of that if an Endpoint also qualifies as an
SAE, it must be reported as BOTH within the
appropriate sections of the eCRF. If events are not
entered and transmitted to Safety within 24 hours,
it is a protocol deviation! Please ensure that you
continue to enter data and answer open queries within
the expected timeframes.
The CVC in house team has made concentrated efforts
over the last month to work with sites to ensure that
training for all site personnel is current. This will
continue into the New Year. We encourage all site staff
to be diligent with completing any new training
modules within DrugDev Spark in a timely manner,
and it is particularly important that training be current
prior to each monitoring visit. Ongoing outstanding
training can be a red flag for potential PI oversight
issues.

It is extremely important that documentation of
Investigator assessment of eligibility labs is complete

Sponsored by CSL Behring LLC, this is
a Phase 3, Multicentre, Double-blind,
Randomized, Placebo-controlled,
Parallel-group Study to Investigate
the Efficacy and Safety of CSL112 in
Subjects with Acute Coronary Syndrome.
ClinicalTrials.gov Identifier: NCT03473223

Page 3

The Canadian Cardiac Chronicle

The Canadian Cardiac Chronicle

MAP-AHF

SODIUM-HF
At this point in the trial, we wish to remind site personnel
of the importance of the SODIUM-HF trial. You and your
patients are making history as part of the largest dietary
intervention trial in heart failure!

how to enter the data in REDCap. Please feel free to
contact CVC for additional guidance on follow up
required in these cases.

These types of interventions are difficult to deliver and,
importantly, achieve their desired patient participation
levels. Thank you for your time and contributions in
helping us achieve this milestone. Your enthusiasm and
recruitment is needed now more than ever as we approach
the recruitment finish line.
The SODIUM Operations Team is pleased to welcome the
team from Royal University Hospital, Saskatoon, SK to the
SODIUM-HF trial. We look forward to seeing Dr. Zhai,
Joanne Boyer, Twyla Bode, and Rochelle Anthony enroll
their first patient and put Saskatoon on the map!

B2K Webinar Series

Thank you to all sites for your continued diligence in
submitting food records and source documents for
adjudication. Your timeliness is appreciated because it
ensures the operations team remains current in terms of
analysis and event adjudication.

•

We cannot have any LTFU patients in this trial as
every patient counts. The expectation is for sites to
search for all potentially LTFU patients until database
lock.

•

The next data cut for site payments is 31-Dec-2019.
Please ensure you submit all food records and source
documents to CVC prior to this date, enter all data in
REDCap, and answer all queries. Due to the coming
holidays, we will send each site their prep email a bit
earlier than normal, likely in the first or second week
of December.

For general study updates and news, follow us on Twitter
@sodiumhf.
If you are interested in receiving more information
about the SODIUM-HF trial, please contact the
Clinical Trials Project Lead, Melisa Spaling, via email
at mspaling@ualberta.ca or 1-800-707- 9098, ext. 1.
You may also contact the SODIUM-HF trial
Regulatory Specialist, Kate Dawson, via email at
kedawson@ualberta.ca or 1-800-707- 9098, ext. 8.

Congratulations to Dr. Eloisa Colin-Ramirez and all the
dietitian co-authors and contributors on the acceptance
of the Dietary Materials manuscript by the Canadian
Journal of Cardiology Open. The manuscript will be
published in the New Year! We will provide the published
manuscript to all site personnel when available.

chest x-ray), these measures are not sufficiently sensitive to
exclude pulmonary congestion.
Further research is needed to:
•

determine changes is lung water density (i.e., quantification of pulmonary edema on MRI) over the course
of hospitalization and standard treatment of acute
heart failure, and

•

explore whether lung water density is predictive of
long term outcomes in the acute HF population.

This study is in its startup phase and we anticipate Dr.
Richard Thompson / Dr. Ian Paterson and their team will
enroll their first patient soon.
The MRI Assessment of Pulmonary Edema in Acute Heart
Failure study is a single-centre project taking place at the
University of Alberta Hospital / Mazankowski Alberta
Heart Institute in collaboration with the Peter S. Allen MR
Research Centre.

If you are interested in further information about the
MAP-AHF study, please contact the Clinical Trial Project
Lead, Karin Kushniruk, at 1-800-707- 9098, ext. 7 or
karin.kushniruk@ualberta.ca.
Sponsored by: Canadian Institutes of Health
Research MAP-AHF will examine the changes in
lung water density over the course of treatment
in patients hospitalized for acute heart failure,
and will explore whether changes in lung water
levels can predict long term outcomes.

Cardiogenic pulmonary edema is a cardinal sign of acute
heart failure and is a cause of the primary HF symptom
– shortness of breath – which is most commonly treated
with diuretic therapy. While increased lung water is
typically reported descriptively (i.e., auscultation and/or

ClinicalTrials.gov Identifier: NCT03999138

FEAST-HF

Reminders:
•

Please enter visit data within five business days of the
visit.

•

If your patient receives a heart transplant or LVAD,
please refer to the REDCap Data Entry Guidelines on

Funded by the Canadian Institute of Health Research (CIHR) and University
Hospital Foundation, SODIUM-HF is a multicenter, randomized, open-label
Study Of DIetary Intervention Under 100 MMOL in Heart Failure.

ClinicalTrials.gov Identifier: NCT02012179

VICTORIA
The VICTORIA trial has hit its primary endpoint!
On November 18, 2019, Merck announced that the Phase 3
VICTORIA study evaluating the efficacy and safety of
vericiguat, a soluble guanylate cyclase (sGC) stimulator
being developed to treat patients with worsening chronic
heart failure, has met the primary efficacy endpoint.
Vericiguat reduced the risk of the composite endpoint of
heart failure hospitalization or cardiovascular death in
patients with worsening chronic heart failure with reduced
ejection fraction (HFrEF) compared to placebo when
given in combination with available heart failure therapies.
Vericiguat is being jointly developed with Bayer AG.

The full press release is available here:
https://www.businesswire.com/
news/home/20191118005267/en/
Check out the recent baseline
manuscript publication in EJHF here:
https://www.ncbi.nlm.nih.gov/
pubmed/31820546
We look forward to sharing the results of the VICTORIA
study at an upcoming medical meeting in 2020. More
details on the VICTORIA trial can be found here: https://
clinicaltrials.gov/ct2/show/NCT02861534
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Congratulations to Dr. Justin Ezekowitz and his team for
completing enrollment into the FEAST-HF Pilot here at
the University of Alberta! Now that feasibility has been
demonstrated with this initial cohort of patients, we are
excited to announce Dr. Ezekowitz is moving forward
with a larger trial of 87 patients. With the extension to
the sample size, we are excited to be bringing onboard a
couple additional sites in Calgary and Edmonton.
Got Fiber?
Recent attention has been focused on the role of the gut
microbiome in human disease, including its significant
role in the pathogenesis of heart failure. Several small
studies have shown an interplay between the microbiome
and heart failure, and that the gut microbiome can be
modulated by dietary interventions, such as the addition
of dietary fiber. This trial will explore if modification of the
microbiome can mitigate the symptoms of patients with
heart failure and whether new avenues for treatment and
future research for patients with heart failure will be
revealed.

If you are interested in further information about the
FEAST-HF trial, please contact the Clinical Trial Project
Lead, Karin Kushniruk, at 1-800-707- 9098, ext. 7 or
karin.kushniruk@ualberta.ca.
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Sponsored by University Hospital Foundation, FEAST-HF trial will
explore the potential beneficial effects of dietary fiber supplementation, compared with placebo, in patients with Heart Failure
ClinicalTrials.gov Identifier: NCT03409926
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CVC Clinical Trials Colloquium
At the Canadian VIGOUR Centre, we have established a
history of excellence in clinical trial participation and an
extensive, high-performing site network across Canada.
For the last 6 years, the CVC has undertaken the CVC
Clinical Trials Colloquium, in Banff, Alberta in
conjunction with the ACC Rockies.
With the support of a number of sponsors, we bring
together approximately 15 Canadian investigative sites
from across the country. The objectives have been to
identify major impediments to timely and efficient
participation in clinical trials at the site level in Canada,
to understand how best to add value to the clinical trial
experience, to learn from the site experience, and to

Feature Publications Continued
high risk for recurrent cardiovascular events and death.
Thus, we sought to determine the clinical benefit of adding
alirocumab to statins in ACS patients with prior CABG in
this subgroup analysis of ODYSSEY OUTCOMES
(Evaluation of Cardiovascular Outcomes After an Acute
Coronary Syndrome During Treatment With Alirocumab).

optimize the network of high performing sites across
Canada.
This has enabled us to better understand the challenges
Canadian sites are facing, share strategies which have been
successful and enable us to work more effectively with each
of the sites to enhance start-up, patient engagement, and
participation in clinical trials in Canada. This process has
also proven valuable for sites across Canada to hear
strategies from each other, which in turn they have taken
back and implemented at their own sites.
We will be reaching out soon to select sites to join us in
Banff on March 1, 2020 for our 7th Annual CVC Clinical
Trials Colloquium.

ACC Webinar
Rockies Series
B2K
Don’t forget to register for the ACC Rockies 2020
(Canada’s Premier Cardiovascular CME) in Banff, Alberta
(March 1 – 3, 2020).

translation workshops. You will find this meeting a
valuable experience to facilitate applying the latest
evidence to your clinical practice.

This unique meeting continues the traditional offering of
highly clinically relevant presentations by national and
international leaders in research and clinical care blended
with case-based discussions and interactive knowledge

The preliminary program is available and early bird
registration rates are in effect until December 31, 2019.
Visit ACC Rockies 2020 for registration details and more
information.

Feature Publications
Recent clinical trial data support a pharmacoinvasive
strategy as an alternative to primary percutaneous
coronary intervention (pPCI) in ST-segment elevation
myocardial infarction (STEMI).
In this article, the authors compared ECG core-lab
assessments of reperfusion and clinical outcomes of
patients receiving pharmacoinvasive reperfusion versus
pPCI in patients with STEMI followed in a large comprehensive Canadian registry.

Drs. Kevin Bainey, Paul Armstrong, Gray Zheng, Cindy
Westerhout, and Rob Welsh, along with their fellow
coauthors, recently published their article
“Pharmacoinvasive Strategy Versus Primary
Percutaneous Coronary Intervention in ST-Elevation
Myocardial Infarction in Clinical Practice: Insights
From the Vital Heart Response Registry” in Circulation:
Cardiovascular Interventions.
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The research concludes that, in a large comprehensive
STEMI network registry based in an integrated prehospital
and community dual reperfusion program, a selective
pharmacoinvasive strategy was associated with improved
ST resolution after PCI with enhanced clinical outcome
within 1 year compared with pPCI. Additionally, there was
no difference in intracranial hemorrhage between both
groups. These findings support the application of a
selective pharmacoinvasive reperfusion strategy
particularly when rapid access to pPCI is challenging to
achieve.
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On behalf of the ODYSSEY OUTCOMES Committees
(including the Clinical Endpoint Committee represented
by Drs. Sean van Diepen, Akshay Bagai, Mustafa Toma,
and Andrew Yan) and Investigators (including 38
Canadian sites enrolling 361 patients), Dr. Shaun
Goodman published the pre-specified subgroup analysis
“Effects of Alirocumab on Cardiovascular Events After
Coronary Bypass Surgery” in the Journal of the American
College of Cardiology in 2019.
Patients with acute coronary syndrome (ACS) and a
history of coronary artery bypass grafting (CABG) are at

Drs. Sean van Diepen, Shaun Goodman, and their fellow
coauthors, recently published their article “Levosimendan
in Patients with Reduced Left Ventricular Function
Undergoing Isolated Coronary or Valve Surgery” in the
Journal of Thoracic and Cardiovascular Surgery.
Previous levosimendan studies most clearly suggested
efficacy in patients undergoing isolated coronary artery
bypass grafting (CABG) surgery, but no differences in
outcomes were observed between levosimendan and
placebo in patients undergoing cardiac surgery in the
LEVO-CTS trial.
In this prespecified subgroup analysis of the LEVO-CTS
trial, 2 novel findings emerged. First, levosimendan was
associated with improved cardiac index, a lower risk of

Among patients with recent ACS and elevated atherogenic
lipoproteins (e.g., low-density lipoprotein-cholesterol
[LDL-C] above Canadian guideline-recommended target)
despite intensive statin therapy, alirocumab was associated
with large absolute reductions in major adverse cardiovascular events (MACE) and death in those with CABG
preceding the ACS event. These findings were consistent
with those found in other high-risk subgroups (e.g.,
patients with LDL-C≥2.6 mmol/L at baseline, diabetes,
polyvascular disease [e.g., coronary artery disease plus
cerebrovascular and peripheral arterial disease], and
age≥65 years), where we observed similar relative but
greater absolute risk reductions in MACE and mortality
with alirocumab. These easily identifiable laboratory and
clinical characteristics can help to identify those post-ACS
patients who, despite maximally tolerated statin therapy,
may derive more striking outcome benefits from
alirocumab treatment when compared with the overall
ODYSSEY OUTCOMES trial population.

LCOS, and less inotropic agent use beyond 24 hours in
patients who underwent isolated CABG surgery with no
increased risk of adverse events. Second, in patients
undergoing isolated CABG surgery, levosimendan resulted
in a clinically important and statistically significant
reduction in 30- and 90-day all-cause mortality. No
evidence of similar effects of levosimendan were seen in
patients undergoing isolated valve surgery or combined
CABG/ valve surgery.
The findings suggest that the efficacy of preoperative
prophylactic levosimendan in cardiac surgery may be
heterogeneous with the greatest benefit in patients with
ischemic cardiomyopathy undergoing isolated CABG
surgery.

Visit the publication archive on our
website for a comprehensive list of
the CVC’s publications.
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New Staff
Nathan Klassen recently joined the CVC as a Senior Health Economist. Prior to joining the CVC,
Nathan worked for more than 10 years at Alberta Health. Nathan’s work focused on health funding
models, physician compensation, and costing across multiple health sectors. Nathan received an MA
and BA Honours in Political Science from the University of Regina. Their thesis focused on state
autonomy, international financial crises, and population health. During their MA, Nathan was a
CIHR funded Community and Population Health Strategic Training Fellow. Prior to their time in
Government, Nathan participated in a number of research projects focused on the international
migration of health professionals with the Saskatchewan Population Health Evaluation and Research
Unit (SPHERU) and the University of Ottawa’s Institute of Population Health. Nathan’s research
interests include: health policy, health systems research, health funding models, physician
compensation models, social determinants of health, inequality, and health economics. Nathan is
excited to join the CVC. Nathan’s pronouns are he, him, or they. They can be reached at
780-492-5184 or npklasse@ualberta.ca.

CVC Holiday Closure
The CVC offices will be closed from December 25, 2019 to January 1, 2020
Should any urgent issues arise, we ask that you call the designated Helpline for the study.
CVC’s main voicemail will be checked daily throughout the closure to address any important
study-related issues and staff email will be checked intermittently.
Any urgent requests can be sent to tracy.temple@ualberta.ca or call 780-952-2140

About the Chronicle
This newsletter is published periodically as a service to Canadian
investigational sites. The purpose is to provide information of
interest to individuals involved in cardiovascular clinical trials
managed by the Canadian VIGOUR Centre, University of
Alberta in Edmonton, Alberta, Canada.

CVC gratefully acknowledges our sponsors and the funding
support provided by:
American Regent
Leuven Research and Development
Bayer
Merck
Canadian Institute of Health Research University Hospital Foundation
CSL Behring LLC

Address for Inquiries:
4-120 Katz Group Centre for Pharmacy and
Health Research, University of Alberta
Edmonton, AB, Canada, T6G 2E1
Phone: 1-800-707-9098 Fax: 780-492-0613
www.thecvc.ca
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